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CLAIMS 



hydrogel comprising less than 3.5% polyacrylamide by weight, based on the total 
we ig ht ofthejny d rog e I , 

5 said hydrogel obtifinatije by combining acrylamide and methylene bis-acrylamide, radical 
initiation, and washing witnfjypogen-free water or saline solution; 
said hydrogel being biocompatible, arit 
said combining being in a molar ratio of 150:ftoJ0° 0:1 


10 2.)k hydrogel comprising i) less than 3.5 % polyacrylamide by weight, based on the total 
weight of the hydrogel, cross-linked with methylene bis-acrylamide and ii) at least 95% 
pyrogen-free water or saline solution. 

3. A hydrobel for use as an injectable or implantable endoprosthesis said hydrogel 

15 comprising i)Jess than 3.5% polyacrylamide by weight, based on the total weight of the 
hydrogel, cros^-linked with methylene bis-acrylamide and ii) at least 95% pyrogen-free 
water or saline solution. 

4. A hydrogel accoraKjg to claim 1 further comprising at least 95% pyrogen-free water or 
20 saline solution. 


25 


hydrogel according to claim 2, comprising at least 0.5%, such as at least 1 %, 
preferaWy^at least 1.5% polyacrylamide, such as at least 1.6% polyacrylamide by weight, 
based on thettrtalweight of the hydrogel. 

6. A hydrogel according to claiTrKZ characterised in that it has complex viscosity not less 
than 2 Pas, such as not less than 3, 4&r>5Pas. 


7. A hydrogel according to claim 2, characterised in thatSUnas complex viscosity from 
30 about 2 to 90, such as 5 to 80 Pas, preferably from about 6 to>6>§uch as from about 6 to 
60, 6 to 40, 6 to 20, such as 6 to 15 Pas. 
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*\A hydrogel according to claim 2, characterised in that it has elasticity module of not less 
tharVslO Pa, such as not less than 20, 25, 30, 31, 32, 33, 34 or 35 Pa, such as not less 
than 38l^a. 

5 9. A hydrogel a^ording to claims 2, characterised in that it has elasticity module from 
about 10 to 700 Pa/s^ich as about 35 to 480 Pa. 

10. A hydrogel according to cfeim 2, characterised in that the cross-linked polyacrylamide 
is to such as degree so as to have inefficient cross-linking density of about 0.2 to 0.5%, 
10 preferably about 0.25 to 0.4%. 
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11. A hydrogel according to claim 1, wherein the m&lar ratio is from 175:1 to 800:1, such 
as from 225: l\o 600:1, preferably from 250:1 to 550: Vmpst preferably from 250:1 to 
500:1. 

12. A hydrogel acceding to claim 3, wherein the implantable endoprosthesis optionally 
comprises a silicone-feased envelope housing the hydrogel. 


13. An implantable or injectable endoprosthesis comprising a hydrogel as defined in claim 
20 2. 



14. An endoprosthesis according to claim 13, further comprising a silicone-based 
envelope housing the hydrogel. 

An endoprosthesis according to cl^ri 13 further comprising cells, such as stem cells, 
for cellutai^engraftment. 


16. A method for the pref>acation of a hydrogeNcomprising the steps of combining 
acrylamide and methylene bis-afcFylamide, radicaiJnitiation, and washing with pyrogen- 
30 free water so as to give less than S.S^by^eight pbjyacrylamide, based on the total 
weight of the polyacrylamide. 


17. The method according to claim 16, wherein the hydrogeTfcom prises at least 1.5% 
polyacrylamide, such as at least 1.6% polyacrylamide, by weight, b^s^d on the total 
35 weight of the hydrogel. 


APPLICATION/25391 US02 


# 


31 



18. A method according\to claim 16, wherein the washing step comprises swelling the 
product of the radical initiation step until the complex viscosity is from about 6 to 100 Pas. 

;The method according to claim 16, wherein the washing step comprises swelling the 
productbRtje radical initiation step until the elasticity module is from about 10 to 700 Pa 
from about 35 to*48Q Pa. 



20. The method according io claim T^wtierein the washing step comprises swelling the 
1 0 product for 50 to 250 hours] more typically for?THa^200 hours. 

21. The method according tci claim 16, wherein the combining is in a ratio of acrylamide 
and methylene bis-acrylamide of about 150:1 to 1000:1. 


The method according to cUaim 21, wherein the ratio of acrylamide to methylene bis- 
aci7laNde is about 175:1 to 800:1, such as about 225:1 to 600:1, preferably about 250:1 
to 550:1, mbst preferably about £50:1 to 500:1. 


23. A method of treatncjent of a cosmetic or functional defect with an injectable or 
20 implantable biocompatiblfesendoprosthesis comprising: 

a) preparation of a polyacrylahi|de nydrogel, said polyacrylamide hydrogel comprising less 
than 3.5% by weight and said polyacrylamide being cross-linked using methylene bis- 
acrylamide, 

b) injection or implantation a sufficient amdbqit of said hydrogel into a region of the body 
25 affected by a cosmetic or functional defect. 

24. The method of treatment according to claim 23, wfWein the polyacrylamide hydrogel 
comprises at least 0.5% polyacrylamide t>y weight, based on the total mass of the 
hydrogel, such as at least 1 %, such as a\ least 1.5%, such as^t least 1.6 % 

30 polyacrylamide by weight, based on the total mass of the hydrogel 


25. The method according to claim 23, wherein the preparation of the hydrogel is 
according to the method defined in claim 16. 
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26. The meffidd-aeeowlinQig^ wherein the endoprosthesis is for mammoplastic 
reconstruction or augmentation, treating refiu>T5e§op1ra contouring, and penis 
enlargement. / — 

5 27. The method according to claim 26, wherein the endoprosthesis for mammoplastic 
reconstruction or augmentation is injectable or implantable. 

^The method according to claim 26, wherein the hydrogel comprises less than 1.6% 
polyafcpylamide by weight, based on the total weight of the hydrogel, 
10 and whereirTlfcie endoprosthesis for mammoplastic reconstruction is implantable, 
said endoprosthestesoptionally further comprising a silicone-based envelope. 

29. The hydrogel according tcSdaim 23, wherein the hydrogel comprises at least 1% by 
weight polyacrylamide, based on me total weight of the hydrogel. 

15 / 

30. A method of cosmetically altering a mammalian breast or of performing a partial or 
total mammoplastic reconstruction on a womah^omprising implanting a polyacrylamide 
hydrogel endoprosthesis; 

wherein said hydrogel comprised more than 9.5% polyacrylamide by weight, based on the 
20 total weight of the hydrogel, ana ii) at least 75% pyrogen-fh^e water or saline solution. 

31. The method according to claim 30, wherein the hydrogel com^qses less than 25% by 
weight polyacrylamide, based /on the total weight of the hydrogel, such^as less than 20%. 

25 32. The method according to/claim 30, wherein the endoprosthesis further comprises a 
silicone-based envelope. 


\ *>d^A — t h oc j Q f accorc |j n g 4 0 claim 23 comprising augmenting the size of a penis 


comprising the adroinistratfon of a polyacrylamide hydrogel, 
30 wherein the hydrogel comprisa§Jess than 3.5% polyacrylamide by weight, based on the 
total weight of the hydrogel. 

34. The method according to claim 33, wherein the hydrogel furtheccom prises at least 
95% pyrogen-free water/or saline solution. 

35 
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The method according to claim 33, wherein the administration is by means of injection 
intercavernous tissue. / 


36. A methbetof augmenting the size of a penis comprising the implantation of a 
5 polyacrylamide h^ckQgel endoprosthesis / 

wherein the hydrogel coithfirises i) more tnan 9.5% polyacrylamide by weight, and ii) 
pyrogen-free water or saline solution. / 

37. The method according to claim 36, whehain the hydrogel has a complex viscosity of at 
10 least 10 Pa.s, such as at least 15 Pa s/preferably^atleast 20 Pa s, more preferably at 

least 30 Pa s, most preferably at least/40 Pa s. >v 

38. A method of cosmetically altering a mammalian body (body cs^ntouring) comprising 
implanting a polyacrylamide hydrogel endoprosthesis, 

15 wherein the hydrogel comprises more than 9.5% polyacrylamide by weight based on the 
total weight of the hydrogel, and ii) pyrogen-free water or saline solution. 

39. A method for treating (refluxwoesophagitis comprising implanting or injecting a 
polyacrylamide hydrogel endoprosthesis 

20 wherein the hydrogel comprises more than 6% polyacrylamide by weight, based on the 
total weight of the hydrogel. / 

40. The method according to claim 23 for treating (reflux) oesophagitis by implanting or 
injecting an endoprosthesis wherein the hydrogel comprises less than 3.5% 

25 polyacrylamide by weight, based on the total weight of the hydrogel. 
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